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The Oftlce of the Chief Counsel for Advocacy of the U.S. Small Business Administration
~,as created ill 197(5to re resent the views and interests of small businesses in federa]

policy making activities. P The Chief Counsel participates in rulemakings md c~thcl’
,fiL/crcI/qy71c:IjIm/i(M).s when he deems it necessary to ensure proper representation of
small business interests. In addition to these responsibilities, the ChiefCounsel monitors
agellcjes’ Colllpljallce with the Regulator-y Flexibility Act (RFA),2 and WOI-k S with federal
a~ellcies t~>ellsllle that their rulemakings demonstrate an analysis ofthe impact that thei]-

decisions will have on small businesses.

The a[>t~~e-]-eferetlcedFood and Drug Administration (FDA) notice solicits comments OH
the World l-{ealth Organization’s (WHO) recommendation to place ephedrine in %hedule
I\’ of the Convention of Psychotropic Substances of 1971, inasmuch as FDA will
prepare the [J, S, position on the recommendations for an upcolning meeting of the LTnited
Nations Commission on Narcotic Drugs (CND), the Office of Advocacy wishes tt~
provide information on the potential Iy significant small business impacts of supporti nS
the \JTHO’s l-ec~}l~l[llelldati~>n.

[.lnless a special exemption is created, the international scheduling of ephedrine will have
the effect t~feliminating the over-the-counter (OTC) status that the chenlical/dr[lg
c~lrmwtly has, ‘I-heOTC products have been used safely and effectively for at least 40
years by consumers who desire the option of self-treatment for mild symptoms resulting
;r-(omcolds, asthma, bronchitis, etc. Without OTC status, the products will be available
by prescription only. Such a result is bad for consumers and small businesses.

Although it appears that most bronchodilator products containing the pharmaceutical
chemical ephedrine and most dietary supplements containing extracts of the herb Ephedra
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are manuftactu]”ed by simall businesses, the bulk of OTC retail sales probably go to large
businesses (i. e., manufacturers of brand name products like SudafedTM).3 This
discrepancy will become more pronounced when the drugs/dietary supplements become
available only by prescription. Physicians will write prescriptions for the more well
known brand nanles, leaving many smaller manufacturers out of the loop. However. the
more dran~atic impact is likely to be with the Ephedra manufacturers that \vill nt> longer
have a market for their products ifplaceci in direct competition with ephedrine and placed
in Schedule IV ot’the 1971 Convention. The scheduling of these substances will alst)
have a ripple effect throughout the distribution network for Ephedra-–a network
comprised of thousands of holme-based and otherwise small distributors.

Having to visit the doctor for a prescription to treat occasional mild asthma attacks is
more than a mere inconvenience for consumers who require the products, For those
consumers (possibly millions) without health insurance or prescription drug coverage, the
drugs may become inaccessible or too expensive. Moreover, even for consumers with
prescription dnlg coverage, dietary supplements typically are not included in that
c(l\:el”agc III aIIy event, it is highly unlike]y that physicians will write prescriptions Illr
hcrhal-hascxi dic(ary supplements when major brand name chemical nlixt~ircs are
available

The efft~rt to schedule ephedrine is based on a desire by the WHO to halt alleged
wor]dwi(ie abuse. In fact, one of the requirements of the 197 I convention is that
sufficient evidence of abuse or potential abuse must exist in order to schedule a
chenlical ‘1 Although the Oftice of Advocacy has not had the opportunity to re~;iew the
\A~FIO’sjus(itlcation and supporting information for the proposed action, s Advocacy is
noI aware t~fany significant measurable evidence that exists in the U.S. relating tt>actual
1:1111S(2 1( seems that the WHO’s action is based on a general concern for potential abuse

aIl(l. tt>a cerlain degree, on possibly con fllsing documentation supplied hy the FDA
Frankly, there seems to be no compelling government interest or factual basis f(~r
effecting such a harmfhl policy.

7Tl~isconclusion is bmcct on an extrapolation using general indus[n data for all pllarmacculicals and
bmnicals. The Ma m-cproduced by ihc Burcaa of Ihc Census and lhc O~ICCof Ad~oc~cy ~OClis based 011
(IK -ktigii Stami:lrd Trldus[ri;ll Classlticnlion (SIC’) codes for Medicinal (lcmicals & Bolmicals (SIC 283.3)
ond (or Pl]:]rnlacclliical Prcpamtions (SIC 2834). The da[a show [lull for medicinal chcmicnls ;laci
I)ol:][llc:llpml([cls (ii~cllding cphcdrinc and dcri\ati\cs), f%% of [he ir]dtis{l~has fcn’cr thaa 5(NI
cIIIplo!cm. bIIIII:ISoIII\23%of the aanual rcccipls. For pharmaccalical preparations (incluctillg cold
rctlwdics). S()’X,ol [hc i[ldus[n has futcr- (hail X)()cmployccs, blli has oilll 12“4of [Ilc :1111111:11rcccipls
SFIA’Sdcrilli[ioll LIIJ sInall business ill ihcsc indus[rics is one ui[lt 751)or fever cnlplmccs .A’(YJI~ (’ F.R,
$ 1? I 20 I Al[l)LNl,qllSBA l]as da[a 01][IIC[otal Iulmbcr of businesses in on indlls[r!, (I]ccI;][;lIs 110(l~rokcIl
dui}IIill iilcrtt!lcllisIIIICHIIICnailhx of cIIIplojccscxcccds500 ThcrcI_orc.SBA dm HOIho\ c spcuillc
d:lMImcd 011 Ihc 751kcIHploj’cc sumdard.
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FDA’s notice contained formal UN notifications that “explain the basis for the
recommenciat ions.” To substantiate its claims of actual abuse and/or evidence [~fthe
potential abuse, the WHO indicated that “[t]he current problelm of abuse seems to be
particularly serious in certain African countries... [however, w]hen abuse exists, it seems
tt~ involve ephedrine single entity products.” The WHO goes on to say, “in the US)I,
combination products containing ephedrine in herbal preparations have been abused .“
This is a curious statement because the existence of such abuse in the USA has not heen
clearly established.

The Office of ,4dvocacy has spent a great deal of time and effort analyzing FDA’s 1997
proposed rule on dietary supplements containing ephedrine alkaloids.~ This proposed
mle and its supporting record seem to form the basis of the WHO’s assessment regarding
abuse ofconlbination products in the USA, Yet, the proposed rule, its analytical
methodology and its unsubstantiated claims regarding safety (not abuse) have been called
into question by the Office of Advocacy and others, The CJeneral Accounting (’Jfficc is
currcntl>’ prrpfiring a repol~ about, among other things, the formulas used to calc~llate the
impact (~f’the prf~posed rule and the lack ofreliable science/data ill the proposed rule
Tllc proposed Nile has been the subject of meetings at the OftIce of Management ant{
1311dgetand has also generated questions by members of Congress. In fact, FDA
conceded in its own rule making that their database (consisting of adverse event reports)
was unreliable, Submitting unreliable information to the WHO (that is primarily focused
on safety concerns and not abuse) lends itself to misinterpretation and misapplicatio(l-
the apparent results here.

This effbrt to schedule ephedrine comes at a very unique and opportune time for FDA lt
comes at a tinle when both FDA and the Drug Enforcement Administration (DF.,4) have
rules pending that attempt to regulate ephedrine-containing products based on alleged
safety concerns and diversion prevention, lfthe effort to schedule ephedrine is
success till, the two agencies no longer have to worry about going through the nlolions of
the rulen}aking process for any of the pending rules.

The Otlice of Advocacy urges FDA to oppose vigorously any effort to place ephedrine
or ephedrine alkaloids in Schedule IV of the 1971 Convention. The impact on the US
economy and small businesses could reach into the billions of dollars. The impact on
consumers W11Oneed these products is incalculable. This major policy initiative requires
a gwat deal (11’study and analysis, therefore, the Otllce of Advocacy ~vould like (L)irt’serve
tile right 10 Inakc further con~ments on this issue pending a fhll revue {~fFDA’s ci(lcket
Please do tl(~thesitate ti~contact my office if you have any questions concerning Ihcsc
C,0111111Cll[S, 202-205-6933.

Sincerel~,
,“”>

J>i-cW. Gluver
Chief Cou Ilsel ftlr Advocacy

Shawne Carter NicGibbon
Asst. Chief C’ounsel for Advocacy
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